Ill 



v, United States Intent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United Stated Patent and Trademark Office 
Addra*: COMMISSIONER FOR PATENTS 
P.O. Box 1430 

Alexandria, Vnynb 22J1M450 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. CONFIRMATION NO. 



09/931,048 



08/17/2001 



Tadashi Okamoto 



5514 7590 09/02/2003 

FITZPATRICK CELLA HARPER & SCINTO 
30 ROCKEFELLER PLAZA 
NEW YORK, NY 10112 



35.G2025 Div.I 



3284 



EXAMINER 



MARSCHEL, ARDIN H 



ART UNIT 



PAPER NUMBER 



1631 

DATE MAILED: 09/02/2003 



8 



Please find below and/or attached an Office cornmunication concerning this application or proceeding. 



PTO-90C (Rev. 07-01) 



Office Action Summary 



Application N 

09/931,048 



Examiner 

Ardin Marschel 



Appiicant(s) 
OKAMOTO ETAL 



Art Unit 
1631 



- The MAILING DA TE of this communication appears on the cover sheet with the c rrespondence address - 
Period f r Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

* !! mo Peri °l ? r reply spedfied above is less than thirtv ( 3 °) d ays. a reply within the statutory minimum of thirty (30) days will be considered timely 

- If NO penod for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U S C § 133) 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed may reduce anv 
earned patent term adjustment. See 37 CFR 1 .704(b). y 

Status 

1 )K Responsive to communication(s) filed on 03 April 2003 and 25 July 2003 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD, 11, 453 O.G. 213 
Disposition of Claims 

4) ^ Claim(s) 1-13 and 186 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) [gl Claim(s) 1-13 and 186 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) E3 Claim(s) 1-13 and 186 are subject to restriction and/or election requirement. 
Application Papers 

9) ^ The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
1 1 )□ The proposed drawing correction filed on is: a)D approved b)Q disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) Q The oath or declaration is objected to by the Examiner, 
Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)DAII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 
Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) ^ Interview Summary (PTO-413) Paper No(s). 8 . 

2) U Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) |2Sl Information Disclosure Statement(s) (PTO-1449) Paper No(s) 7 . 6) O Other 
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DETAILED ACTION 

Applicant's election without traverse of methods which utilize a chemiluminescent 
compound represented by formula (1) of claim 12, with a list of X, and R groups therein, 
in Paper No. 4, filed 4/3/03,is acknowledged. A subsequent further detailed election, 
filed 7/25/03, of methods which utilize the more specific compound as claimed in instant 
claim 186 is also acknowledged. 

TITLE 

The title of the invention is not descriptive. A new title is required that is clearly 
indicative of the invention to which the claims are directed. The instant claims are solely 
directed to methods of detection of target single-stranded nucleic acid via 
chemiluminescent compound association, whereas, in contrast, the present title 
includes both methods as a process, both generic and quantitative, as well as pyrylium 
compound compositions. It is specifically noted that no quantitation limitations are 
present in the instant claims. 

PRIORITY 

If applicant desires priority under 35 U.S.C. 120 based upon a previously filed 
application, specific reference to the earlier filed application must be made in the 
instant application. For benefit claims under 35 U.S.C. 120, 121 or 365(c), the 
reference must include the relationship (i.e., continuation, divisional, or continuation- 
in-part) of the applications. It is noted that this appears as the first sentence of the 
specification following the title. The status of nonprovisional parent application(s) 
(whether patented or abandoned) should also be included. If a parent application 
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has become a patent, the expression "now Patent No. " should follow the filing 

date of the parent application. If a parent application has become abandoned, the 
expression "now abandoned" should follow the filing date of the parent application. 
If the application is a utility or plant application filed under 35 U.S.C. 1 1 1(a) on or 
after November 29, 2000, the specific reference must be submitted during the pendency 
of the application and within the later of four months from the actual filing date of the 
application or sixteen months from the filing date of the prior application. If the 
application is a utility or plant application which entered the national stage from an 
international application filed on or after November 29, 2000, after compliance with 35 
U.S.C. 371 , the specific reference must be submitted during the pendency of the 
application and within the later of four months from the date on which the national stage 
commenced under 35 U.S.C. 371(b) or (f) or sixteen months from the filing date of the 
prior application. See 37 CFR 1 .78(a)(2)(ii) and (a)(5)(H). This time period is not 
extendable and a failure to submit the reference required by 35 U.S.C. 1 19(e) and/or 
120, where applicable, within this time period is considered a waiver of any benefit of 
such prior application(s) under 35 U.S.C. 119(e), 120, 121 and 365(c). A priority claim 
filed after the required time period may be accepted if it is accompanied by a grantable 
petition to accept an unintentionally delayed claim for priority under 35 U.S.C. 1 19(e), 
120, 121 and 365(c). The petition must be accompanied by (1) the reference required 
by 35 U.S.C. 120 or 1 19(e) and 37 CFR 1 .78(a)(2) or (a)(5) to the prior application 
(unless previously submitted), (2) a surcharge under 37 CFR 1.1 7(t), and (3) a 
statement that the entire delay between the date the claim was due under 37 CFR 
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1 -78(a)(2) or (a)(5) and the date the claim was filed was unintentional. The Director 
may require additional information where there is a question whether the delay was 
unintentional. The petition should be addressed to: Mail Stop Petition, Commissioner 
for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450. 

LACK OF ENABLEMENT REJECTION 
Claims 1-13 and 186 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

Factors to be considered in determining whether a disclosure would require 
undue experimentation have been summarized in Ex parte Forman . 230 USPQ 546 
(BPAI 1986) and reiterated by the Court of Appeals in In re Wands . 8 USPQ2d 1400 at 
1404 (CAFC 1988). The factors to be considered in determining whether undue 
experimentation is required include: (1) the quantity of experimentation necessary, (2) 
the amount or direction presented, (3) the presence or absence of working examples, 
(4) the nature of the invention, (5) the state of the prior art, (6) the relative skill of those 
in the art, (7) the predictability or unpredictability of the art, and (8) the breadth of the 
claims. 

The Board also stated that although the level of skill in molecular biology is high, 
the results of experiments in genetic engineering are unpredictable. While all of these 
factors are considered, a sufficient amount for a prima facie case are discussed below. 
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The elected compounds as set forth in instant claim 186 lack enablement 
regarding a description as to how to make them. The closest discussion as instantly set 
forth is in the specification on page 26, lines 19-25, alleges that the compounds may be 
synthesized according to publicly-known processes. Thus, there is no instant guidance 
for synthesis of the instantly elected and claimed compound given by formula [9]. The 
alleged processes for compound synthesis has not been set forth in the instant 
specification and no appropriate publications for synthesis of compound [9] are 
apparent. This lack of methods of making compounds of formula [9] supports a lack of 
enablement for making them thus supporting this rejection. It is additionally noted that 
the compounds of formula [9] are complex structures and as such require detailed 
synthetic methods for their preparation. 

SCOPE OF ENABLEMENT REJECTION 
Claims 1-10 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for intercalation for insertion of compounds of 
formula [9], such as set forth in instant claim 1 1 , as the manner of resulting in a 
detectable luminescence in the claimed methods (subject to satisfying the above lack of 
enablement rejection), does not reasonably provide enablement for generic providing of 
a chemiluminescent compound as set forth in claim 1 , for example. The specification 
does not enable any person skilled in the art to which it pertains, or with which it is most 
nearly connected, to make and use the invention commensurate in scope with these 
claims. 
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Factors to be considered in determining whether a disclosure would require . 
undue experimentation have been summarized in Ex parte Forman . 230 USPQ 546 
(BPAI 1986) and reiterated by the Court of Appeals in In re Wands . 8 USPQ2d 1400 at 
1404 (CAFC 1988). The factors to be considered in determining whether undue 
experimentation is required include: (1 ) the quantity of experimentation necessary, (2) 
the amount or direction presented, (3) the presence or absence of working examples, 
(4) the nature of the invention, (5) the state of the prior art, (6) the relative skill of those 
in the art, (7) the predictability or unpredictability of the art, and (8) the breadth of the 
claims. 

The Board also stated that although the level of skill in molecular biology is high, 
the results of experiments in genetic engineering are unpredictable. While all of these 
factors are considered, a sufficient amount for a prima facie case are discussed below. 

Consideration of the instant specification reveals that intercalation is described 
for associating the chemiluminescent compound in the various method claims but that 
other potential association mechanisms have neither been exemplified nor defined in 
the instant specification. For example, the compounds of formula [9] have not been 
instantly described as to what would be performed for attaching them to a target nucleic 
acid or the double stranded nucleic acid formed in the forming step of claim 1 . It is well 
known that aromatic rings such as in the compounds of formula [9] are very stable 
structures which react to form attachments, such as covalent attachments, for example, 
only via specific reactions with corresponding conditions. No such reactions or 
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conditions have been instantly set forth therefore leaving such practices beyond 
intercalation up to undue experimentation thus supporting this rejection. 
VAGUENESS AND INDEFINITENESS 

Claims 1-13 and 186 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

The preamble of claim 1 sets forth the method as being directed to detecting a 
target single-stranded nucleic acid having a first base sequence. The actual claim steps 
lack any specific limitation which is directed to actual detection of said target single- 
stranded nucleic acid. Thus, it is unclear whether the preamble or the actual claim steps 
control the metes and bounds of the claims. Clarification via clearer claim wording is 
requested. Claims 2-13 and 186 are included as rejected hereinunder due to their 
dependence directly or indirectly from claim 1 . 

INFORMALITIES 

The disclosure is objected to because of the following informalities: 

In the specification on page 47, line 5, the line ends with a confusing check mark. 

Appropriate correction is required. 

No claim is allowed. 

Papers related to this application may be submitted to Technical Center 1600 by 
facsimile transmission. Papers should be faxed to Technical Center 1600 via the PTO 
Fax Center located in Crystal Mall 1 . The faxing of such papers must conform with the 
notices published in the Official Gazette, 1096 OG 30 (November 15, 1988), 1 156 OG 
61 (November 16, 1993), and 1157 OG 94 (December 28, 1993)(See 37 CFR § 1.6(d)). 
The CM1 Fax Center number is either (703)308-4242 or (703)305-3014. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ardin Marschel, Ph.D., whose telephone number is 
(703)308-3894. The examiner can normally be reached on Monday-Friday from 8 A.M. 
to 4 P.M. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward, Ph.D., can be reached on (703)308-4028. 

Any inquiry of a general nature or relating to the status of this application should 
be directed to Legal Instrument Examiner, Tina Plunkett, whose telephone number is 
(703)305-3524 or to the Technical Center receptionist whose telephone number is (703' 
308-0196. 



August 27, 2003 




ARDIN H. MARSCHEL 
PRIMARY EXAMINER 



